
MITIGATE DRUG PACKAGING  
DEVELOPMENT RISK WITH THE RIGHT  

ANALYTICAL TESTING PARTNER

1 MONTH 1 MONTH 12-18 MONTHS 6-24 MONTHS

PRE-CLINICAL PHASE 1 PHASE 2 PHASE 3 COMMERCIAL

AGENCY SUBMISSION

Compatibility 
Testing (UV, 
pH, etc)

DeltaCube™ 
Modeling 
Platform (vial 
systems)

Container 
Closure 
Integrity Testing 
(standard 
methods)

Extractables*

Leachables Method* 
Development and Validation

Risk/Toxicological* 
Assessment

CCI Method Development 
and Validation

Device Verification Testing

Packaging Performance 
Verification

Particle Analysis

Stability Testing 
(Leachables,  
CCI, Performance 
& Functionality)

On-going 
Stability 
Testing 
Release Testing

REGULATORY APPROVAL

DRUG PACKAGING DEVELOPMENT PROCESS & TIMELINE
Planning your drug product packaging testing with your drug product 

development can help reduce delays to your submission

West and the diamond logo and DeltaCube™ are trademarks or registered trademarks of West Pharmaceutical Services, Inc. in the United States and other jurisdictions.

*Extractables, Risk/Toxicological Assessment and Leachables are performed sequentially, therefore, require the greatest amount of time of 18 Months

FOR MORE INFORMATION VISIT 
WEST ANALYTICAL SERVICES


